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Mr. Frank Ttxnberino, President
ASCO Eastern Medical Supply
9100 Yellow Brick Road. Suite #4
Baltimore, Maryland 21237

Dear Mr. Temberino:

Dccmnber 16. 1996

WARNING LETT~
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?“

. .

The Food and Drug Administration (FDA) conductedan inspectionof your Waldorf,
Maryland facility from December 5 through December 9, 1996. During the inspection,
(lcviations from the Current Good Manufacturing Practice Regulations(CGMP) (Title 21,
Q@ of Federal &gulation s (CFR), Parts 210 & 211) were observed. These deviations
causeyour Oxygen. U.S. P. to be adulteratedwithin the meaning of Section 501(a)(2)(B) of
the Federal Food, Drug, and Cosmetic Act (the Act), The deviations included the following:

1. Failure to assurethat each personengaged in the transfilling of compressedmedical
oxygen has the education, training, or experience to enable !ha[ personto perform the
assignedfunction, and that suchtraining is conducledby qualified individuals on a
centinuing basis with sufficient frequency to assureemployees remain familiar with
CGMPS. For example, your employee who performs oxygen transfilling was trained in
transfilling in September of 1994. hut did not actually perform oxygen transfiliing until
June of 1996. Furthermore, there was no documentationavailable to show that additional
training had been received during this almost two year period prior tt~performing actual
manufacmring opmtions. [21 CFR 211.25)

2. Failure to calibrate the vacuum gaugesused during transfilling of oxygen. {1.S.P. Your
firm fail!: to document the calibration of the vacuum gauges. 121 C’FR 21 I. 160(b)(4)l,

3. Failure to establishadequate written productionand processcontrol procedures
covering all critical aspectsof manufacturingoperations: for example:

a. Prc-fill, fill, and post-fill manufacturing operations. In additi(m. only
an audible leak tesi was performed during the fil I operati~mrather
than an appropriate method, suchas a soapsolution check. 121 CFR
211.100]
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b,

c.

d.

c.

f.

g.

h.

Calibration of the temperature, vacuum, and pressuregiiu~~s. J21
CFR211. 100(a)]

Labeling issuance. ~21 CFR 211, 130(f)]

Equipment maintenance. [21 CFR 211.67(c)]

Finished product storage. [21 CFR211. 142]

Receipt of medical gases. [21 CFR 21i .80]

Distribution of finished products. [21 CFR211. 150]

Compiamts and Complaint files. [21 CFR211. 1981

4. Failure to establishbatch productionrecords for each batch of Oxygen, U .S.P.,
including documentationthat each significant step in the manufacture, processing,
packing, or holding of the batch was accomplishedat the time of performance. For
example, batch production records failed to document the test Ate and cornxx lot
number, and that venting, color identification, and a heat check were pert”ormedon
each cylinder filled. Also, batch production records am not identified by the person
directly supervising or checking each significant step in the operation. [21 CFR
211. 188(b)]

5. Failure to perform adequatepre-fill, fill, and post-fill operations on each high-
-pressurecylinder filled. For example, batch production records faiied to document
the correct Iot number and testdate, and that venting, color identification, and a heat
check were performed on each cylinder filled. Also, a post-fill check for leakage was
nor performed at all. [21 CFR 21 1.84(d)(3)]

The above listed violations are not intendedto be an all-inclusive list of deficiencies at your
facility. 1[ is your responsibility to assurethat your establishment is in compliance with all
requirementsof the federal regulations, Federal agenciesare advised of the issuanceof all
Warning Letters about drugs and devices so that they may take this information into account
when considering the award of contracts.

By copy of this Ieucrt we are advising the Health Care Financing Administration (HCFA)
that our ins~tion revealed significant deviations from the Act. They may clec; to defer or
discontinuepayment for any health care product in violation of state or federal law.
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You IAould take prompt :iction to cor~uctOwscdcvi;tti(ms, l;nilurc tt) do s~)tnny result in
rq,ylit[ory ilc!ion without t’urttwrnotice, such its seizure wd/{w injunction. lhtchvwd is :1
ctmqwcsscdmedical gitscsguideline which discussesthe itpplicilhilily of tlw Otrtwnt ChxxI
Milnufiicturing Wad ice Regulationsto mediciti gas rnimufacturcrs,

You should notify this office in writing, within 15 working days o! rcccipt of [his letter, of
specific stepsyou have taken to correct the noted violations imd [o prevent their recurrence.
If corrective i!ction cannot be completedwithin 15 dnys, stale the rciis{)nforthe delay and
the time within which the correctionswill be completed.

Your reply should bc sent to the Food ilnd Drug Adrninistratim, Nordwrn Virginiit Resident
Post, 10I Wcs[ Broad Street, Suite 400, FiiIls Church, Virginiil 22046, tt} IIWSattention of”
Geriild W, Miller, Compliance Oftlcer.

Acting Director, Baltimore District

cc: Mr. MichaeI A. Labanowski
ASCO Ewitcrn Medical Supply
3460 Leonardtown Road
Waldorf, MD 2(?40I



tnw: lA@, 1{1file, IlfW-MA!, III; R-MA200, lll:fl-MA24[l (Sit1]tt](}lts),llf:K-MA250
(Wcidman), IIFA-224, I11:C-210(C1;N 11227%$), ill;l-35(purgcd), l!l;(” 240. lll;l)-
300,”liP’R-MA2535, lIFK.MA295

Mr. Dermis Ciirdl
AssociutcRegional Administrator
I{(YA
Rmml 3100
3535 Market Street
Philadclphta, PA 1910i (purged)
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